This is a critical abstract of an economic evaluation that meets the criteria for inclusion on NHS EED. Each abstract contains a brief summary of the methods, the results and conclusions followed by a detailed critical assessment on the reliability of the study and the conclusions drawn.
Effectiveness results
Of the SMC group, 85% of patients were successfully ambulated on the day of the PCI.
The following results are reported as the mean value plus or minus (+/-) the standard deviation (in brackets).
The time to achieve haemostasis was 7.1 (+/-3.4) minutes in the SMC group and 22.9 (+/-14.0) minutes in the MC group, (p<0.001).
The time between PCI and ambulation was 6.8 (+/-5.0) hours in the SMC group and 18.4 (+/-2.1) hours in the MC group, (p<0.001).
The decrease in haemoglobin was 0.63 (+/-0.98) g/dL in the SMC group and 0.56 (+/-0.94) g/dL in the MC group, (p=0.61).
The patients' rating of pain due to SMC, sheath removal or compression was 1.7 (+/-2.2) in the SMC group and 2.9 (+/-2.7) in the MC group, (p<0.001).
The patients' scoring of back pain was 2.8 (+/-2.7) in the SMC group and 4.5 (+/-2.9) in the MC group, (p<0.001).
The patients' rating of urinal problems was 1.2 (+/-1.8) in the SMC group and 1.8 (+/-2.4) in the MC group, (p=0.05).
The patients' ranking of groin pain was 3.0 (+/-2.0) in the SMC group and 2.0 (+/-2.2) in the MC group, (p<0.001).
Clinical conclusions
Patients in the SMC group were ambulated before those in the MC group. The discomfort recorded by patients in the treatment group was statistically significantly lower than that recorded by those in the control group. The incidence of minor complications was similar in both groups.
Measure of benefits used in the economic analysis
No summary health benefit was used. A cost-consequences analysis was therefore performed.
Direct costs
Discounting was not relevant since the costs were incurred in less than one year. The quantities and the costs were not reported separately. The cost analysis was restricted to those costs arising during the post-PCI treatment period. The costs of the SMC device, infrastructure and personnel costs were included in the analysis. The costs of the
Validity of estimate of measure of effectiveness
The analysis of effectiveness used a prospective randomised study, which appears to have been appropriate for the study question. The study sample was representative of the study population. The patients' demographic characteristics were shown to have been comparable at baseline.
Validity of estimate of measure of benefit
No summary benefit measure was used in the economic analysis. The analysis was therefore categorised as a costconsequences study.
Validity of estimate of costs
The analysis of costs was restricted to those costs arising during the post-PCI treatment period. The analysis was undertaken from the perspective of the institution. It appears that all of the relevant direct costs have been included in the analysis. However, the authors did not include the costs of additional drugs incurred as a result of patient discomfort (e.g. sleeping pills, painkillers, and local anaesthetics). They argued that these costs were small and were common to both groups. It was unclear whether the costs of treating minor complications were included in the analysis but, since the incidence of minor complications was similar in both groups, the omission of these costs may not affect the difference in costs between the two groups. No sensitivity analyses were conducted. The price year stated was 2000, although the exchange rates for dollars were calculated using the exchange rates for December 2001. The authors performed appropriate currency conversions. Discounting was unnecessary since all of the costs were incurred in less than one year. The costs and the quantities were not reported separately.
Other issues
There were no comparisons with similar studies, as it was the authors' belief that the current study was the first that had compared these two treatments. However, the authors did examine other studies that assessed other techniques for haemostasis after PCI. Due to the nature of the intervention, the patients were aware of the intervention to which they were assigned and this may have biased the results, especially if the patients had prior experience of the intervention.
